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FREEDOM OF INFORMATION SUMMARY 

1. Generd lizformation: 

a. File Number: 

b. Sponsor: 

c. Established Names: 

d. Proprietary Name: 

e. Dosage Form: 

f. How. Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indication& 

ANADA 200- 193 

Phoenix Scientific: Inc. 
3915 South 48th St. Terrace 
St. Joseph, MO 64503 

Drug Labeler Code: 059 130 

Clindamycin hydrochloride oral liquid 

Clindamycin Hydrochloride Oral Liquid 

Oral Solution 

20 mL (0.68 fl oz) multiple dose vials 

Rx 

Each mL contains clindamycin hydrochloride 
equivalent to clindamycin 2.5 mg. 

Oral 

Dogs and cats 

Dogs: Wounds, abscesses, and dental infections: 
2.5 to 15 mg per pound of body weight every 12 
hours for a maximum of 28 days. Osteomyelitis: 
5.0 to 15 mg/lb of body weight every 12 hours for 
a minimum of 28 days. 
Cats: Wounds, abscesses, and dental infections; 
5.0 to 15.0 mg//lb body weight every 24 hours for 
a maximum of 14 days. 

Antibacterial 

Clindamycin Hydrochloride Oral Liquid is 
indicated for the treatment of infections caused by 



n. Pioneer Product: 

o. Effect of Supplement: 
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susceptible strains of the designated 
microorganisms in the specific conditions listed 
below: 
Dogs: For the treatment of skin infections 
(wounds and abscess) due to coagulase positive 
staphylococci (Staphylococcus aureus or 
Staphyloccus intermedius), deep wounds and 
abscess due to Bacteroides fragilis, Prevotella 
melaninogenicus, Fusobacterium necrophorum, 
and Clostridium perfringens, dental infections due 
to S. aureus, B. fragilis, P. melaninogenicus, F. 
necrophorum, and C. perfringens, and 
osteomyelitis due to S aureus, B. fiagilis, P. 
melaninogenicus, F. necrophorum, and C. 
per-ingens. 

Cats: For the treatment of skin infections (wounds 
and abscess) due to Staphylococcus aureus, S. 
intermedius, Streptococcus spp., deep wounds and 
abscesses due to Clostridium perfringens and 
Bacteroides fragilis, and dental infections due to 
S. aureus, S. intermedius, Streptococcus spp., C. 
perfringens, and B. jragilis. 

ANTIROBE AQUADROPS; Clindamycin 
Hydrochloride; NADA 135-940; Pharmacia & 
Upjohn 

The supplement provides for approval of a dose 
range and revised indications for use of 
Clindamycin Hydrochloride Oral Liquid in dogs 
and cats which was approved for the pioneer 
product under NADA 135-940 (67 FR 54954, 
Aug. 27,2002) with no exclusivity period. The 
expanded range was changed from a point dose of 
2.5 mg/lb. in dogs to an expanded range of 2.5 to 
15 mg/lb. The change in cats was from a range of 
5.0 to 10.0 mg/lb. to a range of 5.0 to 15.0 mg/lb. 
The revised indications provides for a change in 
the words ‘soft tissues infections’ to ‘skin 
infections’ for dogs and eats. 
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2. TARGETANlMAL SAFETYAND DRUG EFFECTIWNESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New Animal 
Drug Application (ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety and effectiveness data and human food safety data (other 
than tissue residue data) are not required for approval of an ANADA. 

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent to the pioneer, 
which has been shown to be safe and effective. If bioequivaience is demonstrated through a clinical 
endpoint study, then a tissue residue study to establish the withdrawal time for the generic product 
should also be conducted. For certain dosage forms, the agency will grant a waiver from the 
requirement of an in viva bioequivalence study. (55 FR 24645, June 18, 1990; Fifth GADPTRA 
Policy Letter; Bioequivalence Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc. was 
granted a waiver from the requirement of an in vivo bioequivalence study for the generic product 
Clindamycin Mydrochloride Oral Liquid. The generic product is administered as an oral solution, 
contains the same active ingredient in the same concentration and dosage form as the pioneer 
product, and contains no inactive ingredients that may significantly affect the absorption of the 
active ingredients. The pioneer product, ANTIROBE AQUADROPS (clindamycin 
hydrochloride), sponsored by Pharmacia & Upjohn Co., NADA 135-940, was approved on May 
23, 1985. 

3. HUMANSAFETY: 

This drug is intended for use in dogs and cats, which are non-food animals. Because this new 
animal drug is not intended for use in food-producing animals, data on human safety 
pertaining to drug residues in food were not required for approval of this supplemental 
ANADA. 

4. AGENCY CONCLUSIONS: 

This supplemental ANADA submitted under section 5 12(b) of the Federal Food, Drug, and 
Cosmetic Act satisfies the requirements of section 5 12(n) of the act and demonstrates that 
Clindamycin Bydrochloride Oral Liquid (clindamycin hydrochloride), when used under its 
proposed conditions of use, is safe and effective for its labeled indications. 
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5. A T~ACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated 
below: 

Pioneer Labeling for NADA 135-940: 
ANTIROBE’ AQUADROPS-Insert 

Generic Labeling for ANADA 200- 193 : 
Clindamycin Hydrochloride Oral Liquid-bottle label, insert, clipboard carton 



Antirobe@ 
brand “I clindamycln 
hvdrochlorlde caosules. USP 

dntirobe Aquadrops@ 
brand of clindamycin 
hydrochloride liquid 

paramelers evalualed lo assess text- 
city when comparing groups “I 
t~~we* smmals wilh comemporary 
controls Rats admmtslered clinda. 
mycin hydrochloride at 600 mg/kg/day 
(272 7 mgllb/day) for six months tol- 
efaled the drug well, however, dogs 
orally dosed at 600 mg/hg/$tay 
(272 7 mg/lbi.rr.aif vdmlled, had 
anorexia. and subsequgnlly losl 
welghl At necropsy lnese dogs had 
erosive gastribs and focst areas cl 
“ecrc)s,s of the mucosa ol the gall 
hhdrfer “.____. 

Safely in geslatirlg bitches or 
breedmg males has ““I been estab- 
lished 

Cat Data: The recommended dallv 
therapeutic doso range lot clmda- 
mycln hydrochtortde (ANTIROBE 
AQUADROPS Liquid) is 11 1” 
33 mg/kg/day (5 I” 15 mgllblday) 
dependmg on the severity ot the con- 
dllion. Cllndamycln hydrochloride 
(ANTIROBE AQUADROPS Liquid) 
wBS lolerated with llttle evidence of 
toxicity in domestic shorthaIr cats 

I 

when admmistered orally at 10x the 
mintmum recommended therapeutic 
dally dose (11 mgikg; 5 mQ/lb) for 15 
days. and at doses up to 5r the mtni- 

1’ mum recommended lherdpeulic dose 
lor 42 days Gastromtestinal tract 
upset (soft feces lo diarrhea) 
occurred in control and lrealed cats 
with cmesis occurrln~ et doses 3x 
or yiealer than the mimmum recom- 
mended therapewc dose (11 mgl 
kg/day. 5 mg/lb/day) Lymphocyl~c 
inllammatlon of the gallbladder was 
noted m a grealer number cl treated 
cats al 01s 110 my/kg/day (50 mgllbl 
day) dose level than lor control ca,s 
No other effects were noted Salety 
In geslahng queens or breeding male 
Gals has not been eslabkshed 

INOICATIONS 
ANTIROBE (brand “I ckndemycin 

hydrochloride) Capsules (for use ,r, 
d”Qs Only) and AQUADROPS Ltqutd 
(for use In dogs and cats) are indi- 
cated for the treatmenl of mfecbans 
Caused by susceptible strains cl the 
designated mvxoorganisms m the 
Specihc cond!lions hsled below 
Dogs: Sktn infectlans (wounds and 
abscesses) due lo c”aQutase posl- 
be staphylococci (t;faph~~lococcus 
B‘~reUs a‘ Slaph~+xoccuS, qte.rme- 
dw Deep wounds and abscesses 
due IO Bactsroides fragik Prevofe//a 
meianmogenicus Fusooacrentfm 

Antirobe 
brsnd “I chndamycln hydrochloride cspsules, USP 

Antirobe Aquadrops 
brand al ctlndemycln hydrochloride liquid 

oecrophorum and Closfridtom perfrlngens. 
Dental in~eotlons due to Staphylococcus 
aweus, BScferoideS fragilts, PreVOfefla 
n~efamnogtmcus. Fusobaclerrum necrophorum 
and Clostridwm psrlrmgens Osteomyelltls due 
I” slaphyrococcus amus. Baclermdes k3gihS, 
Prevofslla melanmogenicw Fusobacterwm 
necrophorum and Closlridium psrlrmgens. 
Cats: Shln Inlecttons (wounds and abscesses) 
due to StsphVtosoccus a”w”s; StaPh~fwows 
m,ermed,“s, Sfrepf”coccos spg -Deep WoWdS 
and tnfectlons due to Closlridrum perfwlgens 
and Bacteroides Irag!hs. 
Dental infections due to SlaphylococcuS 
a”reus. Staphylococcus mlermedrvs. Slrepfo- 
coccus Spp., Closlridwm perkingens and 
Baclerordes tregdis 

CONlRAlNDlCATtONS 
ANTIROBE Capsules and ANTIROBE AQUA- 

DROPS Ltquld are contratndicaled in animals 
with a history cl hypersensltivlly to preparelions 
contaimng clindamycin or ltnccmycln. 

Because cl polential adverse gastrointsstmal 
ellects, do not admmister to rabbits. hamsters, 
guinea pigs. horses, ohinchtllas or rummating 
enlmelS 

WARNtNGS 
Keep out of reach cl children. Nol for human 

“Se 
PRECAUTIONS 

During prolonged therapy of one month or 
yea,er. penodlc liver and ktdney luncbon lests 
and blood counts should be perlormed 

The “se 01 ANTIROBE occaSiOnally results in 
overgrowth 01 non-susceptible organtsms such 
as closlrldia and yeasts. Therelore, the adminis- 
,rat,“n “I ANTtROBE should be avmded In those 
species sensilive lo the Qastrolntasttnal elfects 
of cbndamycm (see CONTRAINDICATIONS) 
Should superlnlections “Cow, approprtale mea- 
sures Should be taken as indlcalcd by the clinl- 
Cal sllualion. 

Patients with very severe renal dtsease and/or 
very severe hepatic disease accompanied by 
severe metaboir aberrations should be dosed 
with caullon, and serum clindamycm levels mon- 
itored during hlgh-dose therapy. 

Clmdamycin Aydrochtonde has been shown 1” 
have neuromuscular hlbcking properttes thal 
may enhance the acti”” of other neuromuscular 
blocktog egenis. Tnerefore, ANTIROBE should 
be used with ca”t,O” ln i?nlmalS reCeiViOQ such 
agents 

Safety in gestating bitches and queens or 
breeding male dogs and cats has not been 
established 
ADVERSE REACTIONS 

Side eltects occasionally observed m eilher 
clm~cal trlals or during clinlial use were vomltlng 
and diarrhea 

To reporl adverse reaclions or a suspected 
adverse reaction call 1.800-793-0896 

Antirobe 
brand “I chndamycln hydrochloride capsules, tJsP 

Antirobe Aquadrops 
brand of cllndamycln hydrochloride llquld 

DOSAGE AND ADMlNtSTRATlON 
Dogs: 
tnfected Wounds, Abscesses, and Dentat 
lnfeclions 

Oral: 2.5-15.0 ma/lb body weight every 12 
hours 

Duration: Trealmenl With ANTIROBE prod- 
ucts may be cantmusd up to a maximum of 28 
days If chmcat judgment lndtc&s Treatment “I 
acgtr ‘inf6clSms’ should ““I be “““tln”ed for 
more than three or four days if no response to 
therapy is seen. 

Dosage Schedule; 
Capsules 
ANTIROBE 25 mg, adminater 1-6 capsules 
every 12 hours for each 10 pounds of body 
weight 
ANTIROBE 75 mg. administer 1-6 capsules 
every 12 hours for each 30 pounds of body 
weigh1 
ANTIROBE 150 m9, admintster i-6 capsules 
every 12 hours IOr each 60 pounds of body 
weight 
ANTIROEE 300 mg, admlnmtet l-6 capsules 
every 12 hours fdr each 120 pounds of body 
weight. 
Liquid 
ANTIROBE AGUADROPS. administer I-6 mL/io 
Ibs body weight every 12 hours. 
Dogs: 
Osfeomyelitis 

Oral: 5.0-15.0 moltb body wefght every 12 
hours 

Ouratlon: Treatment with ANTIROBE is rec- 
ommended lor a minimum of 28 days. 
Treatmeni should not be continued for l”t,Qer 
than 26 days il no response lo therapy is seen 

Dosage Schedule: 
capsutss 
ANTIROBE 25 mQ, admmlster 2-6 capsules 
ewry 12 hours for each 10 pounds cl body 
weighl. 
ANTiROBE 75 mg, administer 2-6 capsules 
every 12 hours for each 30 pounds of body 
LdChl ~.,. 
ANTtRORE 150 mg, administer 2-6 capsules 
every 12 hours lor each 60 pounds 01 body 
weigh1 
ANTIROES 300 mg, admimster 2-6 capsules 
every 12 hours ior each 120 pounds cl body 
weioht 
LlqGid 
ANTIROBE AQUADROPS, administer 2-6 mt~ 
10 ibs body weight every 12 hours 

cats: 
Infected Wounds, Abscesses, and Dental 
Intecll”ns 

5 0 - 15.0 mollb body wetght once every 24 
hours depending on the severity ol Ihe c”“dd,“n. 

Duralion: Treatment with ANTIROBE 
AQUADROPS Liquid may be conhnued up to a 

Antirobe 
brand of cllndsmycln hydrochloride GapsuteS, USP 

Antirobe Aquadrops 
brand of ctlndamycln hydrochloride tisuld 

maximum cl 14 days I! climcat ludgmenl mdl- 
calw.. Treatment of acute lnlecllons should 1101 
be conbnued lor more than three to four days if 
no ctmical response to therapy is seen. 

Dosage Schedule: 
ANTIROBE AOUAOROPS. to provide 5.0 mgllb, 
admmisler 1 mU5 Ibs body weight once every 
24 hours; to provide 15 0 mgllb. admlmster 
3 ml.& Its body walghl onoa ewry 24 hours 
HDWSLtPPLtED 

ANTIROBE Capsules are available as: 
25 mg - botlles ot 6OO........NOC 0009-3043-01 
75 rn~ - bottles of 2OO........NDC 0009-3044-01 
150 mg . bottles cl 100 . . . . . .NDC 0009-3045-01 
150 mQ - t$&; packages 

,..~ . .._....... .NOC 0009-3045-08 
300 mg . blister packages 

ol 100 _....,....~...,.. NDC 0009-5015-01 
NADA #IZO-161, Approved by FDA 
ANTtROBE ACtUADROPS Liquid Is a&able as 
20 mL filled in 30 mL bottles (25 mg/mL) 
supplied In packers contalnm~ 12 oartoned 
bottles with dtrection labels and calibrated 
dosing droppers, NOC OOOS-3179.01. 
NADA #135-940, Approved by FDA 
To report e Suspected adverse raact~o” or to 
requesl a matertal satety data sheet (MSDS). 
call 1-600-793-0596, 
Store at controlled room temperature 20’ to 25’ C 
(6aa IO 77’ F) (see USPJ. 
ANTtROBE AQUAOAOPS 
Made by 
Pharmacla 8 Upjohn Company 
Kalamazoo. MI 49001. LJSA 
ANTIROBE Capsules 
Made in Canada for 
Pharmacta L Upjohn Company 
Kalamazoo. Ml 49001, USA 
By Patheon YM Inc. 
Don Mulls, Ontario, M3B lY5 
CANADA 

Revised February 2002 613 605 711 
692074 

3179-01-000 



ANADA 200-193. Approved by FDA 

CLINDAMYCIN HYDROCHLORIDE ORAL LIQUJD 
Cautia”: Federal law restrkts thii dnta to “se bv or on the order of a licensed veteri”amm. 

&SCRlPTfON 
Ctindamycin Hydrochtonde Oral kqoid contans clindamycm hydrochionde whkh is Ihs hydrated sait of 

cttndamwn. Clkdamycm 1s a semfsvnthetk antkmtic woduced by a 76)-chlwosubsMulr of the 7fRl-hwlroxvl 
group oi a naturdiy prbdumi anhbmtk produced by SfrepWmyces iinc&&e MT. Molhensfs. 

Ciindamycm Hydrochloride Oral Lqutd is a palatable formulatmn mtended for oral admmktmao” to dags and 
cats. Each mL of Clindamycm HydrochfondaOral Liquid conklns climdamycm hydrcchlonde equwlent to 25 mg 
ctindamycm; ano ethyl akohol, 8.84%. 

ACl lONS 
Site and Mode of Action: Cli idamycm t&n inhibitor of pmtein synthesis in the badenal ceil. The ette of btnding 

appears lo be in the 50s sub-unit of the “bosome. Bmding ocws lo the soluble RNA fraotkn of certam ttbosomes, 
thereby rnhtbitng the binding of ammo actdald those n&some-s. Cikdamydn dtffeta from cell wall inhtbiton in that 
it causes inexetstble modtfoatto” of the p&ii-eynthest’zfng subcatklat e~emsnls allhe tibosomal level. 

MtCROEIOLOGY: Clindamyctn ts a lincqsamtnfda antimicmblal agent with actfvity agatnst a wade varkty of 
aerobic and anaerobic bactensl pathogens. @tdamycm IS a baclenostatk compound that inhibits bacterial prow” 
syntheses by binding to the 50s nbosomaf subunit. The minimum inhibitory concenaations (f.4IC.s) of Gtam.posltwe 
and obliiat% anaembk pathcgans isolated horn dogs and cats in the United States are presented in Table 1 and 
Tabk 2. Bactana were Isolated in 1998’1999 All MlCs ware performed in scmtdatvx wtul the National Commtnee 
forCli”ksl Laboratory Slandards (NCCLS). ) 

Table 1. Clindamycfn MIC Values (f.tg/fnL) from 
Dfsgnostic Laboratory Survey Data Evaluating 
Canine Pathogens in the U.S. during 1998-89’ 

Table 2. Cllndamycin MIC Values MgImL) from 
Diagnostic Laboratory Survey Data Ewhtatln9 
Feline Pathogens from Wound and Abaceas 
Samples in tfte U.S. during 1998’ 

Orgsnlsm 
“T” 
tsotetee Mtcm Mlcw Ml? 

Ltzz@” 30 0.06 A0 so 01540 
Fusobacteriurn 
SW 17 0.25 0.26 *0.0154.5 

FeplMvept* 
COOCUS SW. 18 0.13 0.5 4LO16~8.0 

I The meetetio” beawe” the 1” ntmsescepubtiy bate 
and ctmket response “es not bee” detenmad. 

2 Sdt -ia~,m,Ww”O ’ mdudas san’@es labeled yt,md, 
abscess, aepmte, ~xud.sI~. dratrung tmot. leston, and 

fractum;pl”t. tendon 
* No re 
5 Dem “i% 

8, all uolate8 yielded the same value 
Inn: mctudes samptes labeled sat”, ekth 

swab. biopsy, txtsk”, im 

METASOLISM AN0 EXCRETION 
Exrenstve studms of the metabohsm and e%cr&Jn cfctmdamycm hydmchlonde admt”isteredorally m e”msfs 

and humans have show” that unchanged dntg an0 htoactw and biinactlve metabohtee are ewetaa tnunne and 
teces. Almost aitof the bwxwxy detected in senttnatterctmdamycm hvdmchtonde product admtntsttatm” 1s due 

6 

lo the parent molecule @lindamy&). Urine bkacttvtty, however, refleas a mtxtwe of ctmdamyctn and actwe 
metabdilea, especially Ndimethyl clindamycm and clindamvcin sulkaide. 

Ak4AL BX=ET+SUMMARY 
Bat and Dog Data: Ona year oral lomty studtee in rats and dogs at doses of 30,100 and 300 mqRqlday (13.6, 

45.5 and 138.4 m@b/day) have shown cltt&mycin hydrochknde to be well toletated. DIR erancesdid”atormrm 
the parameters evaluated to assess taxkey when comparing groups of treated anttnats web rontemporary 
contmls. Rats admtnisterad clindamycin hydtilorfde at 800 m&/day (272.7 mglblday) for su months 
totemted the drug well; howevar. d0gs orally dosed at 600 mg&$day (272.7 mgnwday) vomited, had warema. 
and subsequently lost ‘we.khl. At necmpsy these dogs had emwe gast”M and focal areas cf “ecroets of the 
mwma of the gall bladder 

Safety in gestahng bttchas or braediig males has not been established 
Cat Data: The recommended dally therapeutk dose range for Crvdamyd” liydrochknde Oral Liquid b 11 to 33 

WWW (5 10 15 mgnblday) ““p 
was tokrated with littk awdence o 

ending on the severity of the condttton. Clindamycm hydrcchtortde od kqufd 
lO.nctty tn domestk shotthaircats when admmtetatad orally at 10x the mmtmum 

recommended lhetapeutm da@ dose (11 mgkg; 5 mglb) for 15 days. and at doses up lo 5x the mmimum 
rewnmended therapetht0 dose lor 42 days. Gaattoi”tesit”al fmct upset (soft Noes to dlanhaa) cwxred in ocntrol 
and treatedcats with amems accutrfng at doses 3x or greater than lhe minimum recommended therapeutk dose 
(11 mgkg/day: 5 mglwday). Lymphwytic infkrnmason of thagalfbladderwas noted in a greater numoerof treated 
cals at fhe 110 mglkglday (SO m@lt&fay) dose level than for control oats No other effwts were noted Safely in 
gestattng queens or breedkg mate cata has not bpen established. 

INDfCATfONS 
Clindamycm Hydrochkride Oral Liquid is i”dictited for the treatment of infecbons caused by suscepttbfe stmins of 

the destgned mkroorgantsms I” lh%spacficcondtio”s istad twflow 
Dogs: Skin infactions (wounds and abacasaas ) due to coaguiase p0sttive staphykmcaci (Sfapftyfococsus 

a”m”s or Sfaphyl~s mtsmwdius)). D@I  woUnilS and abscesses due lo E8uem/dss @t& Prew~relh? 
melanitwgenlcus. Fusobectkiim necrophomm and Cios!ndium pen’rmgens. Dental fnfectfons due to 
Sfaphyiocoowa aweus. f3eotemides bsgitis. Prevotella metsnnogemoue, Fusobaeretium necmphanm~ and 
Ckwrfidtum perfnogem. Dsteomyelltla due to Staphylococcus sureus, Bacteivdss frsgk, Prsvofatis 
mehmoge~ws, Fusobamedum nwmptwm and Cha.Wdum pwidngens. 

Cats: Skin infections (wouttds and abscessae) due to Staphjkxxxws aweus. Staphyiw.xws exetmedus, 
Slreptmus spy. Deep wounds and infectiona due lo Cksftfdae” fx.dn”ge”s and Saoteroides trag@. Lknlsl 
fnfectlons due to Staphylococcus aurew. Staphylococcus intemtedius. Streptowows spp.. Clos&dium 
m’fnngens and 8actemide.s fmo,lis. 

CONTFlAlNDlCATfONS 
Clindamycm Hydrochloride Oral Liquid 1s aontramdkated in animats wtth a htsfory of hypersenotivay to 

preparations contaming dndamycm or lincomyci”. 
Because of potential advatae gastrointestfnal effects, do not admtnisler to rabbtts, hamsters, guinea pigs, horses, 

chinchtllas orrumhaling antmafs. 
WARNINGS 

Keep out of reach of chtldren. Not for huma” usa. 
PRECAUTfONS 

Uunng prolonged therapy of ona month or greaer. periodic liver and kidney funotton tests and blood counts 
shotid be performed. 

The use of diimycm hydrrxhlonde cczasto”ally resulis ln overgrowth of non-suscaplibla organisms swh as 
dosmdts and yeasts. Therefom, the admmistmtk” of clmdamyctn hydmchktfde should be avoided m those 
speotes senst!Ne lo the gaatrotnfesttnal elfects of ciindamycm (see CONTGAINDICATIONS).  Should 
supa”nleoft~“s o+r, appropriate mewrea shoutd be taken as’tikated by llle din’kelsituatmn. 

Patients with very severe renal disease and/or vety severe hapatto dfeeasa accompanted by severe metabolk 
abenations should be dosed with o&m. and serum clhdamycin kvekmonikred during high-dose therapy. 

Ctkdamycin hydmchionde has been shown 16 have neuromuswfar bkckng pmpetiks that may enhance the 
aclio” ol olher neummuscutar blvcttdng agents. Therefore. cflndamycin hydttxhlotfda should be used wflh caulmn 
in ana’nai~ recetvfno such aoents 

Safety m gestattng bitch&and quaens or breeding mate dogs and cats has not bee” establtshsd. 
ADVERSE REACtTONS 

Sii affects occastonally observed ln etther clinkal trials or dutiw~ dintcal use were vomttfng and r&rhea. 
DOSAGE AND ADMINISTGADON 

2.8-15.0 mgJib b&y wetghl wety 12 hours. Duration: Treatment with Cllndamycin Hydrochloride produms 
may be continued up lo a maximum of 28 days If cikiial judgment lndkates. Treatment of acute kfecttons should 
not be mnttnuad for more than thrae or four days d “0 response to therapy rs sea”. 
Dosaae Schedule: 
Clfndamyein Nydrochloride Oral Uquld 
Admnisler l-6 mlJlD Ibs body weight evety 12 hours. 
Dogs: osttrot”yeHtls 
Oral: 5.G15.0 &lb body wetght every 12 hours. Duration: Treafntent with Clindemyci” Hydrrmhkmde Oral Liquid 
is recommended for a mtnimum of 26 days. Treatment shark not be can0nued for knger than 28 days tf no 
res!xmse to m%rapy Is SWR 
nosage schedlue: 
Cllndamyci” Hydrochktrfde Oral Lfquid 
Admmkter 2-6 mUl0 Ibs body wetghl every 12 hours. 
Catm Infected Wounds, Abscesses and Dental hf.&ions 
Oral: 5.0 to 15.0 n@b bed,’ weght o”0a ewy 24 hours dape”di”g on Ihe saventy of 1t-m co&tio”. Duration: 
Treatment with Ctkdamycrn Hydfoohkmde Oral Lfquld may be continued up to a maxsnum of 14 days tf dmkal 
judgment indkates. Treatment of awla kfeoltons should not be conttnuad for more than three to four days rf no 
Clittkal res00”sa to IharaDVk seen. 

ClfndamyCi” tfydrochlorida Oral Uquld, IO pr~vfde 8.0 mg&, administer 1 mU 5 tb body wetght once every 24 
fwm: lo provide 15.0 mglb, admInister 3 m1/5 Ibs bwly wetght one-e evety 24 hwte. 
ANADAX20t-t.193, Approved by the FDA 

HOW SUPPLIED 
Uindamycm HydrocNonde Oral Ltquid is avrulahte as 2C ml Med VI 30 mL b+ttks (25 m@nL) supplied in 

packers conlaming 12 canonad bottles with dVBCttOn labels and oalibramd dosmg dmgpeta. 
Store al contmlted IO temperature 20*.25X (68’=n’F). 

Mawlacfured by 
Ptkenlx Scte”nhc. Inc. 
St. Joseph, f40 64503 



PKG.22 - PRtNTED SIDE 
(Ripped carton) 
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WDC 59136-676-13 

CAlJTf#N: Federal law reslricts this drug tc use 
by or on the order of a licensed ueterfnarfan. 

FOk;USE IN ANIMALS ONLY 

&DA 290-I 93, Approved by fDA 

Antibiotic 
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Approved tar use in dogs end cats. 

ftecammended dug dosage: 
For merapy of wounds, abscesses and dental 
mfections, orally administer 2.5-i&0 mg!lb 
(1-6 mWlC Ibs) body weight ctvety 12 hours. 
For therapy of osteomyelitis oratiyadminister 
5.0..xi.0 mg/tb (2-6 mUlO Ibs) bady wefgbt 
every 12 hours. 

RecammtwcW cat dtwge: 
For iherapy of wounds, abscesses end dental 
infections, aralfy administer 1-3 ml& ibs body 
welghl once every 24 hours depending on the 
ssverlty of the cond#on. 

See package insert ior complete product 
informatin. 

Warning-Keep out of reach of children 
Not for human use 

Each ml, contains: Cllndamycin 
hydrochloride equivalent to ctindamycin 
25 mg and stkyl alc&ol, 8.&+%. 

Msnufecturf?d by: 
Phoanix Scientific, Inc. 
St. Joseph, MO 64503 
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